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(1) Suspension or revocation by the
Federal or State government of the en-
tity’s license for distribution of drugs,
including controlled substances.

(2) Exclusion of the entity under sec-
tion 1128 of the Act from participation
in Medicare or other Federal health
care programs. These considerations
are in addition to CMS’ ability to ter-
minate the approved CAP vendor for
cause as specified in §414.914(a).

(3) Past violations or misconduct re-
lated to the pricing, marketing, dis-
tribution, or handling of drugs pro-
vided incident to a physician’s service.

(d) Multiple source drugs. In the case
of multiple source drugs, there must be
a competition among entities for the
acquisition of at least one CAP drug
within each billing and payment code
within each category for each competi-
tive acquisition area.

(e) Multiple contracts for a category
and area. The number of bidding quali-
fied entities that are awarded a con-
tract for a given category and area
may be limited to no fewer than two.

[70 FR 39094, July 6, 2005, as amended at 70
FR 70333, Nov. 21, 2005; 72 FR 66402, Nov. 27,
2007; 74 FR 62013, Nov. 25, 2009]

§414.910 Bidding process.

(a) Entities may bid to furnish CAP
drugs in all competitive acquisition
areas of the United States, or one or
more specific competitive acquisition
areas.

(b) The amount of the bid for any
CAP drug for a specific competitive ac-
quisition area must be uniform for all
portions of that competitive acquisi-
tion area.

(c) A submitted bid price must in-
clude the following:

(1) All costs related to the delivery of
the drug to the participating CAP phy-
sician.

(2) The costs of dispensing (including
shipping) of the drug and management
fees. The costs related to the adminis-
tration of the drug or wastage, spill-
age, or spoilage may not be included.

[70 FR 39095, July 6, 2005]

§414.912 Conflicts of interest

(a) Approved CAP vendors and appli-
cants that bid to participate in the
CAP are subject to the following:
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(1) The conflict of interest standards
and requirements of the Federal Acqui-
sition Regulation (FAR) organizational
conflict of interest guidance, found
under FAR subpart 9.5.

(2) Those requirements and standards
contained in each individual contract
awarded to perform functions under
section 1847B of the Act.

(b) Post-award conflicts of interest. Ap-
proved CAP vendors must have a code
of conduct that establishes policies and
procedures for recognizing and resolv-
ing conflicts of interest between the
approved CAP vendor and any entity,
including the Federal Government,
with whom it does business. The code
of conduct which is submitted as part
of the application must—

(1) State the need for management,
employees, contractors, and agents to
comply with the approved CAP ven-
dor’s code of conduct, and policies and
procedures for conflicts of interest; and

(2) State the approved CAP vendor’s
expectations for management, employ-
ees, contractors, and agents to comply
with the approved CAP vendor’s code of
conduct, and policies and procedures
for detecting, preventing, and resolving
conflicts of interest.

[70 FR 39094, July 6, 2005]

§414.914 Terms of contract.

(a) The contract between CMS and
the approved CAP vendor will be for a
term of 3 years, unless terminated or
suspended earlier as provided in this
section or provided in §414.917. The
contract may be terminated—

(1) By CMS for default if the ap-
proved CAP vendor violates any term
of the contract; or

(2) In the absence of a contract viola-
tion, by either CMS or the approved
CAP vendor, if the terminating party
notifies the other party by June 30 for
an effective date of termination of De-
cember 31 of that year.

(b) The contract will provide for a
code of conduct for the approved CAP
vendor that includes standards relating
to conflicts of interest standards as set
forth at §414.912.

(c) The approved CAP vendor will
have and implement a compliance plan
that contains policies and procedures
that control program fraud, waste, and
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abuse, and consists of the following
minimum elements:

(1) Written policies, procedures, and
standards of conduct articulating the
organization’s commitment to comply
with all applicable Federal and State
laws, regulations, and guidance, includ-
ing, but not limited to, the Prescrip-
tion Drug Marketing Act (PDMA), the
physician self-referral (‘‘Stark’’) prohi-
bition, the Anti-Kickback statute and
the False Claims Act.

(2) The designation of a compliance
officer and compliance committee ac-
countable to senior management.

(3) Effective training and education
of the compliance officer and organiza-
tion employees, contractors, agents,
and directors.

(4) Enforcement of standards through
well publicized disciplinary guidelines.

(5) Procedures for effective internal
monitoring and auditing.

(6) Procedures for ensuring prompt
responses to detected offenses and de-
velopment of corrective action initia-
tives relating to the organization’s
contract as an approved CAP vendor.

(i) If the approved CAP vendor dis-
covers evidence of misconduct related
to payment or delivery of drugs or
biologicals under the contract, it will
conduct a timely and reasonable in-
quiry into that conduct.

(ii) The approved CAP vendor will
conduct appropriate corrective actions
including, but not limited to, repay-
ment of overpayments and disciplinary
actions against responsible individuals,
in response to potential violations ref-
erenced at paragraph (c)(6)(i) of this
section.

(7) Procedures to voluntarily self-re-
port potential fraud or misconduct re-
lated to the CAP to the appropriate
government agency.

(d) The contract must provide for dis-
closure of the approved CAP vendor’s
reasonable, net acquisition costs for a
specified period of time, not to exceed
quarterly.

(e) The contract must provide for ap-
propriate adjustments as described in
§414.906(c)(1).

(f) Under the terms of the contract,
the approved CAP vendor must also—

(1) Have sufficient arrangements to
acquire and deliver CAP drugs within

§414.914

the category in the competitive acqui-
sition area specified by the contract;

(2) Have arrangements in effect for
shipment at least 5 weekdays each
week of CAP drugs under the contract,
including the ability to comply with
the routine and emergency delivery
timeframes defined in §414.902;

(3) Have procedures in place to ad-
dress and resolve complaints of partici-
pating CAP physicians and individuals
and inquiries regarding shipment of
CAP drugs;

(4) Have a grievance and appeals
process for dispute resolution;

(5) Respond within 2 business days to
any inquiry, or sooner if the inquiry is
related to drug quality;

(6) Staff a toll-free telephone line
from 8:30 a.m. or earlier and until 5
p.m. or later for all time zones served
in the continental United States by the
CAP vendor on business days (Monday
through Friday excluding Federal holi-
days) to provide customer assistance,
and establish reasonable hours of oper-
ation for Hawaii, Alaska, Puerto Rico,
and the other U.S. territories;

(7) Staff an emergency toll-free tele-
phone line for weekend and evening ac-
cess when the call center is closed, and
determine what hours on Saturday and
Sunday the call center is staffed and
which hours a toll-free emergency line
is activated; and

(8) Include assistance for the dis-
abled, the hearing impaired, and Span-
ish-speaking inquirers in all customer
service operations.

(9) Meet applicable licensure require-
ments in each State in which it sup-
plies drugs under the CAP;

(10) Be enrolled in Medicare as a par-
ticipating supplier;

(11) Comply with all applicable Fed-
eral and State laws, regulations and
guidance related to the prevention of
fraud and abuse;

(12) Supply CAP drugs upon receipt of
a prescription order to all participating
CAP physicians who have selected the
approved CAP vendor, except when the
conditions of paragraph (h) of this sec-
tion or §414.916(b) of this subpart are
met;

(13) Provide direct notification to
participating CAP physicians enrolled
with them of updates to the approved
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CAP vendor’s CAP drug list on a quar-
terly basis. Changes must be dissemi-
nated at least 30 days before the ap-
proved changes are due to take effect,
unless immediate notification as de-
scribed in §414.906(f)(4) is required. The
approved CAP vendor’s entire CAP
drug list must be disseminated at least
once yearly; and approved CAP vendors
must make a complete list that incor-
porates the most recent updates avail-
able to physicians on an ongoing basis.
CMS posts on its web site the updated
CAP drug lists for each approved CAP
vendor.

(14) Ensure that subcontractors who
are involved in providing services
under the approved CAP contractor’s
CAP contract meet all requirements
and comply with all laws and regula-
tions relating to the services they pro-
vide under the CAP program. Notwith-
standing any relationship the CAP ven-
dor may have with any subcontractor,
the approved CAP vendor maintains ul-
timate responsibility for adhering to
and otherwise fully complying with all
terms and conditions of its contract
with CMS;

(15) Comply with product integrity
and record keeping requirements in-
cluding but not limited to drug acquisi-
tion, handling, storage, shipping, drug
waste, and return processes; and

(16) Comply with such other terms
and conditions as CMS may specify in
the CAP contract consistent with sec-
tion 1847B of the Act.

(g) Under the terms of the contract,
the approved CAP vendor must provide
assistance to beneficiaries experiencing
financial difficulty in paying their
cost-sharing amounts through any one
or all of the following:

(1) Referral to a bona fide and inde-
pendent charitable organization.

(2) Implementation of a reasonable
payment plan.

(3) A full or partial waiver of the
cost-sharing amount after determining
in good faith that the individual is in
financial need or the failure of reason-
able collection efforts, provided that
the waiver meets all of the require-
ments of section 1128A(i)(6)(A) of the
Act and the corresponding regulations
at paragraph (1) of the definition of
“Remuneration” in §1003.101 of this
title. The availability of waivers may
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not be advertised or be made as part of
a solicitation. Approved CAP vendors
must inform beneficiaries that they
generally make available the cat-
egories of assistance described in para-
graphs (g)(1), (g)(2), and (g)(3) of this
section. In no event may the approved
CAP vendor include or make any state-
ments or representations that promise
or guarantee that beneficiaries receive
cost-sharing waivers.

(h) The approved CAP vendor must
verify drug administration prior to col-
lection of any applicable cost sharing
amount.

(1) The approved CAP vendor docu-
ments, in writing, the following infor-
mation necessary to verify drug admin-
istration:

(i) Beneficiary name.

(ii) Health insurance number.

(iii) Expected date of administration.

(iv) Actual date of administration.

(v) Identity of the participating CAP
physician.

(vi) Prescription order number.

(vii) Identity of the individuals who
supply and receive the information.

(viii) Dosage supplied.

(ix) Dosage administered.

(2) If the information is obtained ver-
bally, the approved CAP vendor must
also maintain the following informa-
tion:

(i) The identities of individuals who
exchanged the information.

(ii) The date and time that the infor-
mation was obtained.

(3) The approved CAP vendor must
provide this information to CMS or the
beneficiary upon request.

(i) The approved CAP vendor must
comply with the following procedures
before it may refuse to make further
shipments of CAP drugs to a partici-
pating CAP physician on behalf of a
beneficiary:

(1) Subsequent to receipt of payment
by Medicare, or the verification of drug
administration by the participating
CAP physician, the approved CAP ven-
dor must bill any applicable supple-
mental insurance policies.

(2) An approved CAP vendor that has
received payment from the designated
carrier for CAP drugs that have not
been administered must promptly re-
fund payment for such drugs to the
designated carrier and must refund any
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coinsurance and deductible collected
from the beneficiary and his or her sup-
plemental insurer.

(3) At the time of billing the bene-
ficiary, or the participating CAP physi-
cian’s presentation of the bill on behalf
of the approved CAP vendor, the ap-
proved CAP vendor must inform the
beneficiary of any types of cost-sharing
assistance that may be available con-
sistent with the requirements of sec-
tion 1128A(a)(5) of the Act and
§414.914(g).

(4) If the beneficiary demonstrates a
financial need, the approved CAP ven-
dor must follow the conditions outlined
in paragraph (g) of this section.

(5) For purposes of paragraph (i) of
this section delivery means postmark
date, or the date the coinsurance bill
or notice was presented to the bene-
ficiary by the participating CAP physi-
cian on behalf of the approved CAP
vendor.

(i) Except as specified in paragraph
(i)(5)(ii) of this section, if after 45 days
from delivery of the approved CAP ven-
dor’s bill to the beneficiary, the bene-
ficiary’s cost-sharing obligation re-
mains unpaid, the approved CAP ven-
dor may refuse further shipments to
the participating CAP physician for
that beneficiary.

(ii) If the beneficiary has requested
cost-sharing assistance within 45 days
of receiving delivery of the approved
CAP vendor’s bill, provisions of para-
graphs (i)(6), (1)(7), or (i)(8) of this sec-
tion, apply.

(6) If the approved CAP vendor imple-
ments a reasonable payment plan, as
specified in §414.914(g)(2), the approved
CAP vendor must continue to ship CAP
drugs for the beneficiary, as long as the
beneficiary remains in compliance with
the payment plan and makes an initial
payment under the plan within 15 days
after the delivery of the approved CAP
vendor’s written notice to the bene-
ficiary offering the payment plan.

(7) If the approved CAP vendor has
waived the cost-sharing obligations in
accordance with section 1128A of the
Act and §414.914(g)(3), the approved
CAP vendor may not refuse to ship
drugs for that beneficiary.

(8) If the approved CAP vendor refers
the beneficiary to a bona fide and inde-
pendent charity in accordance with

§414.916

§414.914(g)(1), the approved CAP vendor
may refuse to ship drugs if the past due
balance is not paid 15 days after the
date of delivery of the approved CAP
vendor’s written notice to the bene-
ficiary containing the referral for cost-
sharing assistance.

(9) The approved CAP vendor may
refuse to make further shipments to
that participating CAP physician on
behalf of the beneficiary for the lesser
of the end of the calendar year or until
the beneficiary’s balance is paid in full.

[70 FR 39096, July 6, 2005, as amended at 70
FR 70333, Nov. 21, 2005; 72 FR 66403, Nov. 27,
2007; 74 FR 62013, Nov. 25, 2009]

§414.916 Dispute resolution for ven-
dors and beneficiaries.

(a) General rule. Cases of an approved
CAP vendor’s dissatisfaction with de-
nied drug claims are resolved through a
voluntary alternative dispute resolu-
tion process delivered by the des-
ignated carrier, and a reconsideration
process provided by CMS.

(b) Dispute resolution. (1) When an ap-
proved CAP vendor is not paid on
claims submitted to the designated
carrier, the vendor may appeal to the
designated carrier to counsel the re-
sponsible participating CAP physician
on his or her agreement to file a clean
claim and pursue an administrative ap-
peal in accordance with subpart H of
part 405 of this chapter. If problems
persist, the approved CAP vendor may
ask the designated carrier to—

(i) Review the participating CAP
physician’s performance; and

(ii) Potentially recommend to CMS
that CMS suspend the participating
CAP physician’s CAP election agree-
ment.

(2) The designated carrier—

(i) Gathers information from the
local carrier, the participating CAP
physician, the beneficiary, and the ap-
proved CAP vendor; and

(ii) Makes a recommendation to CMS
on whether the participating CAP phy-
sician has been filing his or her CAP
drug administration claims in accord-
ance with the requirements for physi-
cian participation in the CAP as set
forth in  §414.908(a)(3). The rec-
ommendation will include numbered
findings of fact.
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